family caregivers struggle to cope with the situation. Implications for Practice: It is suggested to develop and investigate the effects of support programs targeting coping ability in Iranian family caregivers to women with breast cancer. B reast cancer is the most frequently occurring cancer in women worldwide. 1 A diagnosis of breast cancer will naturally have a striking effect on the person's quality of life (QoL). Studies have shown that after 1 year when the most aggressive treatments are concluded, women with breast cancer rate their QoL very high and comparable scores as their general population peers. 2, 3 Some symptoms (eg, arm problems, fatigue, general weakness, body image discomfort, lymph node involvement) might still be persistent long after treatment has terminated, although it seems that most women learn to cope with these complications and live a rather normal life. 3 Despite this knowledge, together with the growing incidence of cancer in women, little is known about how family caregivers of patients with breast cancer perceive their situation especially regarding the context of moving healthcare from the hospital to clinics or patients' homes. Nursing has increased interest in the concept of family nursing in line with the growing number of people living with chronic illness and healthcare workers' awareness of family needs. 4 Family nursing theories emphasize the inclusion of the family in nursing care and, by doing so, place more extensive and complex demands on nursing assessment, diagnosis, planning, intervention, and evaluation. 4 Taking care of a family member with a disease might be beneficial in the sense that it can render a feeling of confidence, satisfaction, and self-esteem. 5, 6 The time of diagnosis is one of the most vulnerable periods for a cancer patient and their caregivers because a number of dramatic changes occur in their daily life. 7, 8 Family caregivers might experience multiple symptoms, such as depression, anxiety, anger, fear, burden, and fatigue. They may also experience restrictions in their everyday activities and reduced physical health, as well as disturbances in their spiritual needs and financial problems. 9, 10 All of these problems might interfere with family caregivers' ability to provide emotional support to their relatives with breast cancer. 8 In addition, family caregivers may not receive enough support from family and friends. 10 Evidence suggests that healthcare providers often ignore this need. 11 Family caregivers' unmet psychological needs have been found to be related to poor mental health and QoL of caregivers of patients with cancer. 12 The concept of QoL is multidimensional and subjective and encompasses the individual's physical, psychological, social, and spiritual situation in relation to disease and treatment. 13 The perception of QoL is related to the patient's hopes and expectations or coping ability.
14 There are several concepts thought to act as mediators or moderators of QoL. In the present study, the concepts of sense of coherence (SOC) and spiritual and religious coping strategies were adopted. Sense of coherence is defined as a person's global view of life, reflecting the capacity to respond to stressful situations, based on how comprehensible, manageable, and meaningful life appears. 15 Persons with a higher degree of SOC have been found to have higher ratings on QoL aspects (in particular, psychosocial aspects) and thereby positively influence adaptation to stressful life events. 16, 17 The concepts of religious coping and spirituality have also been shown to be related to a more positive perception of mental and physical health as well as QoL aspects. 18 Spirituality is dynamic and might guide a person's view of the world in the form of an interpretation of a higher power, trust, and meaning in everyday activities. 19 The mortality rate of breast cancer in women in Iran is 2.7 per 100 000. 20 In addition, young women (mean age, 40 year) in Iran are at a relatively higher risk of developing breast cancer than their Western counterparts. Younger women have a tendency to report lower QoL. 21 The family structure in Iran has changed considerably in recent years, including couples entering into their first marriage at an older age, older age at the time of first births, and increased levels of education and employment rates for women. 22 Being a homemaker remains the main role of mothers in Iran, with the family's monetary support being the primary responsibility of the father, although with some mothers contributing to the family income. In the Iranian culture, the family is defined as 2 or more individuals who are bonded together by marriage or who are biologically related.
To our knowledge, few international studies exist on the outcomes of being family caregivers of women with breast cancer, and no such study has taken place in Iran. Such studies are of particular interest in that the shift from institutional to home care is growing in Iran just as it is in Western countries. The aims of this study were to (1) describe QoL aspects, degree of SOC, spirituality, and religious coping and (2) explore factors that could predict changes in QoL in a sample of family caregivers to patients with breast cancer in Iran at the time of diagnosis and 6 months later.
n Methods Design A prospective, descriptive, and correlational study was conducted at 2 time points; the first time point was 2 to 3 weeks after the patient and his/her caregiver were informed of breast cancer (T1), whereas the second time point was 6 months later (T2). The participants were recruited at 2 departments of oncology in 2 hospitals of Tehran Medical Sciences University from October 2006 to August 2008. Initially, the researcher approached the eligible patients with information about the study and asked for their consent to contact their main family caregiver. The family caregivers were then informed about the study, and written consent was obtained from those who volunteered. At T1, the caregivers completed the questionnaires at the hospital. At T2, the participants received the questionnaires via regular mail that included a prepaid envelope for return.
Participants
The inclusion criteria for the patients were (1) having been newly diagnosed (2Y3 weeks) with breast cancer and (2) having a main family caregiver. The inclusion criteria for the family caregivers were (1) being older than 18 years, (2) knowing how to read and understand the Persian language, (3) not having a history or current psychiatric or neuropsychological disorders, and (4) never having been diagnosed with cancer of any type. Of the 175 patients with breast cancer who enrolled in the study, 25 did not want a family caregiver to participate, leaving a total sample of 150 family caregivers. Of these, 35 family caregivers did not return the questionnaires at follow-up (T2), of which 26 caregivers declined further participation, 7 caregivers did not receive the questionnaires through the mail, and 1 patient and 1 caregiver had been deceased. Thus, the final sample consisted of 115 participants (76.7%) at both T1 and T2.
Instruments

PERSIAN VERSION OF THE CAREGIVER QUALITY OF LIFE INDEX-CANCER
The Caregiver Quality of Life IndexYCancer (CQOLC), originally developed in the United States, was designed to assess QoL of family caregivers of cancer patients. 23 The CQOLC consists of 35 items, each item rated on a 5-point scale from 0 (not at all) to 4 (very much). The scale measures the influence of the cancer patient's illness on the family caregiver in terms of caregiving and physical, emotional, social, and family functioning. 8 The CQOLC has psychometric support. 8, 24 The CQOLC was recently translated into the Persian language following standardized guidelines, and psychometric properties of the scale were supported. 25 The factor structure of the Persian version (CQOLC-P) confirmed the original factor structure of the CQOLC in Iranian family caregivers but with slightly different item loadings. 25 In the CQOLC-P, 4 subscales can be calculated from 34 of the items: (1) mental/ emotional burden (distribution of sleep, satisfaction with sex life, fear of death of the patient, stress level, day-to-day focus, sadness, mental strain, guilt, frustration, nervousness, impact of the illness on the family, adverse effects of treatment, patient deterioration, and future outlook); (2) lifestyle disruption (alteration in daily routine, impact on daily schedule and outside activities, the patient's eating habits, transportation needs, responsibility for the patient's care, changes in priorities, protection of the patient, and management of the patient's pain); (3) positive adaptation (view on life, spirituality, social support, relationship with the patient, informed about illness, focus on caregiving, family communication, and family support); and (4) financial concerns (financial strain, insurance, and economic future). One additional item concerns family interest in caregiving and is not a part of any subscale but is included together with the other items in the total CQOLC-P score (overall QoL). The maximum total score for the instrument is 140. The maximum scores for each of the subscales are 56 (mental/emotional burden), 36 (lifestyle disruption), 32 (positive adaptation), and 12 (financial concerns). 25 In the present study, Cronbach " of the total scores of the CQOLC-P at T1 and T2 were .89; and Cronbach "'s for the 4 subscales at T1 and T2 were .91 and .91 (mental/emotional burden), .80 and .77 (lifestyle disruption), .70 and .76 (positive adaptation), and .83 and .81 (financial concerns).
THE HEALTH INDEX
The Health Index (HI) measures general well-being and includes 9 items about energy, mode, fatigue, loneliness, sleep, vertigo, bowel function, pain, and mobility. The family caregivers were asked to rate their health status from the previous week by responding to each item on a 4-point scale (1Y4), where 1 represents very poor and 4 very good. The 9 items are summed into an index score (9Y36 points), with higher scores indicating a more positive perception of general wellbeing. Both the Swedish 26 and Iranian 27 versions of the HI have shown satisfactory results regarding reliability and validity. In this study Cronbach "'s were .77 at T1 and .79 at T2.
THE SENSE OF COHERENCE SCALE
The degree of SOC was measured with the 13-item shortform version of the Sense of Coherence Scale. 15 The Sense of Coherence Scale has been widely used and found to be a reliable and valid measure of a person's general view of life. 28 The scale has a semantic differential format ranging from 1 to 7 points, with 2 anchoring responses. The respondents are asked to choose the answer that best represents their belief by choosing a number between the 2 anchoring responses (eg, 1 = never to 7 = very often). The Sense of Coherence Scale has been tested for reliability and validity in an Iranian sample. 27 Cronbach "'s in the present study at T1 and T2 were 0.81 and 0.79, respectively.
THE SPIRITUALITY PERSPECTIVE SCALE
The Spirituality Perspective Scale (SPS) is a 10-item questionnaire that uses a 6-point Likert-type scale to measure the degree to which respondents hold certain spiritual views and participate in spiritually related interactions. 29 Individuals were asked to respond to the items that measure the importance of spiritual views in their lives. The highest score is 60, and the lowest is 10, with higher scores indicating higher levels of spiritual perception and activity. The psychometric properties of the SPS have been demonstrated within different samples, 29, 30 as well as in an Iranian healthy sample. 27 Cronbach "'s in our study were .82 at T1 and .84 at T2.
THE BRIEF RELIGIOUS COPING SCALE
The Brief Religious Coping (RCOPE) Scale, which was generated from the larger RCOPE, consists of 14 items distinguishing between positive and negative religious coping styles: 7 items reflect positive RCOPE, and 7 items reflect negative RCOPE. 31, 32 The Positive RCOPE Scale includes items about working with God as a partner, asking God for strength, seeking spiritual support, seeking spiritual connection and collaboration with God in problem solving. The negative RCOPE Scale consists of items about believing that God is punishing and/or abandoning them, trying to overcome situations without the help of God, and questioning the power of God and God's love. Positive RCOPE relies on a secure relationship with God, whereas negative RCOPE reflects a religious struggle that grows out of a more tenuous relationship with God. 31 The scoring range for each scale is 7 to 28 points, where a higher score indicates stronger positive and negative religious coping. Psychometric properties are supported by high internal consistency, confirmatory factor analysis, and hierarchical regression analysis. 31, 32 The RCOPE Scale has been translated and psychometrically evaluated in an Iranian sample. 27 In the current study, Cronbach "'s for the positive RCOPE Scale at T1 and T2 were .86 and .87, respectively, and for the negative RCOPE Scale .82 and .80 at T1 and T2, respectively.
n Ethical Considerations
The study was approved by the Iranian Ethical Board of Research in the Ministry of Health and Education and the Iran University of Medical Sciences and followed the Helsinki Declaration. The information letter contained the purpose of the study, its confidentiality, voluntarism, and that they can withdraw whenever they wanted. Moreover, the information letter included the name of the research institution that is to carry out the research. All participants signed a written informed consent form.
n Data Analysis
The data were analyzed using SPSS software (version 14.0; SPSS Inc, Chicago, Ill). The # 2 test was performed when comparing independent groups for nominal data and Student paired and unpaired t tests on continuous data. A clinically significant change in QoL of family caregivers was estimated by calculating effect size. 33 Effect size was estimated by taking the difference between the means of scales at T1 and T2 and dividing it by the SD of the same measure at T1. Based on Cohen, an effect size of 0.20 is regarded as small, greater than 0.50 as moderate, and greater than 0.80 as large. 33 The number of family caregivers changing their ratings on the overall score of the CQOLC-P was divided into 3 groups (stable, increased, and deteriorated) by using a cutoff score of change of less than 10% (stable) and greater than 10% increased and deteriorated, respectively, between baseline and 6 months later. 34 Pearson correlation coefficients were used to investigate the relationship among scores of the CQOLC overall score, SOC, SPS, and positive and negative RCOPE. Simultaneous multiple regression analyses were used to predict changes in QoL scores. The dependent variable was the change score (minus and plus) in the overall CQOLC-P score. The independent variables were demographic and medical variables of the patients (age,
level, marital and occupational status, relationship with patient, and number of children), and total CQOLC-P score at T1, SOC, negative RCOPE, positive RCOPE, and SPS scores at T2. All these independent variables were entered into the equation simultaneously.
A statistical correlation coefficient of 0.30 was considered as acceptable between the CQOLC overall score and SOC, SPS, and RCOPE scores. 35 A power calculation with an " of .05 and a power of 0.90 indicated that a sample size of 112 persons would be sufficient. 36 n Results
Demographic characteristics of the final sample and the patients are summarized in Table 1 . Most of the participants were married (74%); the remaining 26% were divorced, widowed, separated, or single. Fifty percent of the participants had higher education. The female family caregivers were significantly younger, were more often single and unemployed, and had significantly fewer children than the male family caregivers. In the group of dropouts (n = 35), there were 16 women (46%) and 19 men (54%). Statistically significant differences were found between the participating group and the dropout group at T1 in the total CQOLC-P scores (P = .000), SOC (P = .006), SPS (P = .000), and HI (P = .010). The dropout group had lower overall QoL, SOC, spirituality, and well-being scores compared with the group of participants who participated at both T1 and T2.
Changes in QoL, Well-being, and Coping Aspects
The family caregivers scored significantly higher overall on the CQOLC-P (P = .001) and well-being (P = .034) and less burden (P = .003) and disruptiveness (P = .002) at T2 than at T1. Furthermore, they scored significantly lower on positive adaptation (P = .003), SOC (P = .025), spirituality (P = .009), and negative RCOPE (P = .000) at T2 ( Table 2 ). The effect sizes were overall small (0.14Y0.33), except for the negative RCOPE score (0.49) ( Table 2 ). Fifty-nine (51.3%) family caregivers had stable overall QoL, and 56 (48.7%) changed their overall perception of QoL by 10% (Table 3) . Of these 56 participants, 39 (33.9%) showed improved QoL, and 17 (14.8%) deteriorated in QoL. Changes on all the scales in each group are presented in Table 3 .
Predictors of QoL Change
In Table 4 , a correlation matrix between the different coping measures (SOC, SPS, and RCOPE scales) is shown. The SOC scores showed a significantly higher correlation to both the SPS scores and negative RCOPE than to positive RCOPE. However, the correlation coefficients between positive RCOPE and SPS were higher than in the other coping measures. The multiple regression analyses revealed that the overall score of the CQOLC-P at T1 was the strongest predictor of change for overall CQOLC-P. Other predictors were SOC, negative RCOPE, and the severity of breast cancer. Thus, the greater decline in overall rating of QoL, the lower the baseline rating of QoL, the lower degree of SOC, the higher use of negative religious coping, and the more severe the stage of breast cancer. Together, these predictors accounted for 64% of the explained variance in change of the overall CQOLC-P score (Table 5) .
n Discussion This study shows that a sample of Iranian family caregivers to patients with breast cancer rated overall QoL and general well-being significantly higher and mental/emotional burden and lifestyle disruption significantly lower at 6 months after the time of diagnosis than at the time of diagnosis. Their perception of financial concerns did not significantly change over the 6-month period. On the other hand, interestingly enough, coping aspects changed from T1 to T2 in terms of a lower SOC and lesser feeling of spirituality, positive adaptation, and negative religious coping, whereas the use of positive religious coping strategies did not change. However, overall, the changes were not clinically meaningful, except for the finding of less use of negative religious coping, which declined with a moderate effect. It is important to discuss and interpret statistical results in relation to their clinical importance when performing research in a clinical setting. In the literature on clinical change in relation to QoL measures, except for the use of effect size and minimal important detectable difference, the use of a 10% change score is suggested. 34 When dividing our sample using this procedure with regard to overall rating of QoL, half of the family caregivers showed a stable QoL, one-third an increased QoL, and 15% a decreased QoL. Hence, although QoL does not seem to be negatively influenced in most family caregivers during the time frame from a relative having been diagnosed with breast cancer and 6 months later, it can be questioned if a stable QoL is an acceptable positive outcome. Nevertheless, a challenge for nursing could be to improve supportive care in an effort to improve QoL and prevent a decline.
Several factors might influence the perception of QoL of family caregivers including the caregiver's personality and his/her ability to manage (coping capacity) life in a new and uncertain situation together with other individual characteristics (eg, gender, level of education). 6, 37 In the present study, the pattern of increased perception of QoL aspects 6 months after diagnosis along with decreased SOC and spirituality and stable positive religious coping might illustrate a vulnerability to cope with the situation despite still having a rather high degree of QoL. The stability of the Sense of Coherence Scale has often been questioned. The Sense of Coherence Scale has been suggested to be stable as long as the changes do not reach a change of 10% 38 ; in the present study, the difference of SOC was 4% (2.4 points). However, it is natural to expect temporary fluctuations in SOC, such as when experiencing a negative life event, in the form of viewing this specific situation as less comprehensive, manageable, and meaningful, but in the long term, this does not necessarily change the person's enduring degree of SOC. A well-documented finding confirmed in our study is that a person with a lower SOC has a lower perception of QoL. Furthermore, a significant decrease in the SOC score was evident only in those with deteriorated QoL, that is, the SOC score was stable in those family caregivers who had a stable or increased QoL. Another significant predictor of a negative change in QoL was an increased use of negative religious coping. The decline in negative religious coping was the only variable showing a clinically important, although moderate (43) change. Accordingly, family caregivers of relatives with breast cancer in our study who used less negative religious coping rated overall QoL higher, which is similar to a study of a group of inpatients referred to the palliative care consult service. 39 Reducing a negative religious coping strategy might play an important role in helping Iranian family caregivers adapt to stressors associated with caregiving because negative coping strategies are linked to poorer adjustment, 40 decreased QoL, decline in independence in daily activities, and increased depressed mood. 18 On the other hand, it might also be that Muslim people tend to view negative events as challenges from God to strengthen their faith. Such a perspective might prompt Muslims to look for positive aspects of any stressor, resulting in greater hope and less depressive symptoms. Positive religious coping might help to reduce the effects of negative events. 40 However, our findings did not show any change in positive religious coping of family caregivers. In line with this positive religious coping, the degree of spirituality did not show any change in family caregivers' QoL. In general, Muslims, in comparison with other religious groups, most often use more specific religious coping strategies. 41 Accordingly, the relatively high mean score at T1 in the spirituality and positive religious coping scales in this Iranian sample of family caregivers of patients with breast cancer may affect the possibility of improvement at T2, depending on ceiling effects. The regression analysis showed that the overall rating of QoL at the time of diagnosis was the strongest predictor in the rating of QoL change 6 months after the diagnosis, which is in agreement with other studies of cancer patients and their family caregivers. 6 Therefore, it is important to assess the level of QoL of family caregivers of breast cancer patients at the time of diagnosis. The time of diagnosis is the most vulnerable period in a cancer trajectory for the patients despite the origin of cancer diagnoses. 6 Today, treatment for breast cancer is planned very precisely and based on tumor stage and biological markers. 42 The different types of treatment and different combinations are naturally followed by different consequences for the patients and family. The treatment regimen for a more severe stage of breast cancer is often followed by symptoms that include fatigue, muscle stiffness, joint pain, general aches, lymph edema, difficulty sleeping, headaches, decreased sexual interest, fear of recurrence, and worries about the future. 43, 44 The severity of disease is an important factor in an individual's QoL in that the person may feel his/her life is in imminent danger. As observed in our study, even family caregivers of breast cancer patients with a more severe type of breast cancer show a greater level of distress and poorer QoL than those with a less severe type. 45 Taken together, our results indicate that some family caregivers have more difficulties with adjusting to the situation, which may ultimately lead to lower QoL. These results are consistent with those from studies indicating that an active acceptance at diagnosis seems to predict positive adjustment over time. 46 Although avoidant coping might be effective in reducing distress in the short run, using several types of coping strategies might result in better psychological adjustment in the long run. 47 Family caregivers of patients with breast cancer might benefit from problem-solving interventions, 48 individual information focused on needs of being family caregivers, 49 and/or an educational program helping family caregivers reduce their stress levels in caring for the breast cancer relative. 45 n Clinical Implications
Overall, the results of this study indicated that most family caregivers increased or had stable QoL. Nevertheless, there are family caregivers who had decreased QoL and who could benefit from having their QoL regularly assessed by nurses. Even though the QoL seems rather high, the family caregivers reported a decline in their use of coping skills, indicating a need for interventions focused on their ability to handle changes in life events that are caused by or related to the cancer diagnosis. A nurse should be aware of the importance of caregivers having a high degree of SOC in life and how nursing care of the family could make the situation more manageable and meaningful and support caregiver efforts as a way of maintaining or even increasing family caregiver QoL. Furthermore, the findings from this Iranian study show that negative religious coping might be associated with deteriorated QoL; thus, nurses should be alert to signs of negative religious coping in family caregivers and their patients.
Having cancer and being a relative of a person with cancer may prompt many changes in the daily life of these people. Therefore, it is important to incorporate QoL assessments in conjunction with coping strategies in the clinical setting already at admission both to the patients and their family caregivers as a foundation for supportive interventions. 50 n Study Limitations Several factors limit the generalizability of the findings. First, the ratings of QoL, SOC, spirituality, and well-being at the time of diagnosis for those who did not participate at T2 were significantly lower than those who did participate. Although we have limited evidence, it seems that the family caregivers who declined participation or who did not complete the T2 data collection were more negatively influenced in the role of family caregiver, which strengthens our conclusion for the early identification of family caregivers in need of support. This assumption may further be supported by the sample selection bias in our study; that is, the participants in our study were more educated than the general Iranian population. However, this is the first study in an Iranian population of this kind, and while keeping these weaknesses in mind, it still seems important to identify family caregivers in need of support.
The mean age of the family caregivers in this study was lower than that in other studies, which is probably because younger people in Iran have breast cancer than in other countries. 6, 51 One study showed that younger caregivers feel more limited in performing care because it conflicts with their work and social activities. 12 Furthermore, the percentage of female caregivers and daughters of patients was higher than that of other studies. 51 In fact, in Iranian society, wives and daughters are usually responsible for caregiving activities in the household.
n Conclusions
Overall, this sample of family caregivers of Iranian women with breast cancer improves in QoL from the time of diagnosis to follow-up 6 months later. However, coping skills were found to decrease, especially in those family caregivers who had decreased overall QoL compared with those who increased or showed a stable QoL. Strongest predictors of a negative overall QoL change at the 6-month follow-up were a lower prelevel rating of overall QoL, lower SOC, a higher extent of negative religious coping, and the severity of the breast cancer. Support programs might help families to adapt to the situation, with special attention given to those with more severe breast cancer. Regular assessment of QoL could be used to identify the most vulnerable family caregivers.
